INTRODUCTION
Novel food means any food that was not used for human consumption to a significant degree within the European Union before 1997. Regulation (EC) 258/97 on novel foods and novel food ingredients was adopted to protect public health by subjecting novel foods to a safety assessment through an EU procedure before they are placed on the market within the EU. The regulation came into force 1997 and this year was decided to be the deadline for the traditional food use.
If a food was commercialised in at least one Member State before 15 May 1997, it can be marketed elsewhere in the EU under the "principle of mutual recognition" and the Novel Food Regulation does not apply. If the significant history of use before 1997 in EU can be found, then this data has to be shown to authorities and they evaluate if it is a traditional food. If there has not been significant food use, then in order to get it legally on the EU market as a food, application with safety assessment needs to be done.
Sea buckthorn (Hippophaë rhamnoides L.) is a well-known plant, which has a great nutritional and medical potential (Suryakumar and Gupta, 2011) . Its berries and oil have a long tradition of use in East Asia (Rousi, 1971) . Also in Europe berries have been used as food in countries where sea buckthorn grows naturally (Rousi, 1971) . Recently also other parts of the plant have been under research and especially leaves have shown similar nutritional and medicinal effects to those of berries (Suryakumar and Gupta, 2011) . According to the author's knowledge, thus far sea buckthorn leaves have not been used to a significant degree as food, food supplement, or spice in European Union before 1997. The aim of this paper is to introduce the scope and procedure of Novel Food Regulation and what it may mean for the food use of sea buckthorn leaves.
DEFINITION OF NOVEL FOOD IN REGULATION FROM THE YEAR 1997
Novel food is food that has not been used for human consumption to a significant degree within the Union before the date of entry into force of Regulation on novel foods and novel food ingredients (EC) 258/97, which is 15 May 1997, and is -genetically modified food -food with a new or intentionally modified molecular structure -food from microorganisms, fungi or algae (Anonymous, 1997b) .
So even if the plant has been produced in a traditional way, but it does not have a history of safe food use within the European Union before 1997, it is considered as novel food. For example, stevia leaves are not accepted as food, because they do not have a history of use in the EU, and not even as novel food because safety assessment has been insufficient (Anonymous, 2013) . The regulation originally contained rules on genetically modified organisms (GMOs), but these were taken out of the regulation on 2003 when the EU adopted a more specific regulation on GMOs (Regulation (EC) 1829/2003; Anonymous, 2003) . The use for human consumption to a significant degree is defined in a separate document (Anonymous 1997a ).
DEFINITION OF NOVEL FOOD ACCORDING TO REG-ULATION FROM THE YEAR 2015
Regulation on novel foods (EU) 2015/2283 (Anonymous, 2015) that comes into force on 1 January 2018 defines also that novel food is food that has not been used for human consumption to a significant degree within the Union before the date of entry into force of Regulation on novel foods and novel food ingredients (EC) 258/97, which is 15 May 1997, and is -food with a new or intentionally modified molecular structure -food from cell culture or tissue culture derived from animals, plants, microorganisms, fungi or algae -food from microorganisms, fungi or algae -food from material of mineral origin -food consisting of engineered nanomaterials -food from animals that are not produced by traditional breeding practices -food consisting of, isolated from, or produced from plants or their parts, except when the food has a history of safe food use within the Union and the plant is produced by traditional propagating practices or non-traditional, but without changing the composition of the plant -but if the food has history of use outside EU it is considered as traditional food also in European Union. History of use outside EU means that it has been consumed in at least one third country for at least 25 years as a part of the customary diet of a significant number of people (Anonymous, 2016a In East Asia the main product of sea buckthorn has been berry and its juice and oil. No much information about ancient use of leaves can be found. In Russia or former Soviet Union several patents about leaves can be found (Russian National Library database for the research of patents): leaf oil, granulated tea, method for producing serotonin, non-alcoholic beverage. Commercial products in Russia are Giporamin (Hiporaminum), which is an antiviral medicine made of dry purified extract from sea buckthorn leaves (patent from the year 1994, Shipulina et al., 1998) , mixture of leaf and berry oil, and leaves for tea. It seems like sea buckthorn leaves have been used more for medicinal purpose than for food.
SEA BUCKTHORN LEAVES: USE IN THE FUTURE?
Sea buckthorn leaves have a huge potential in animal feed, cosmetics, food additives, food supplements, food and food ingredients because of its wide-ranging and rich composition of healthy ingredients (Kashif & Ullah, 2013; Morgenstern et al., 2014; Hellström et al., 2015) . Its mild taste gives possibilities to use it as tea, but also as green powder for example in bread, smoothie, pills and capsules. Different regulations control the use for different purposes. mous, 2002 ) is related to food supplements. This list of regulations is not comprehensive and exact information can be obtained from authorities in each country. Sea buckthorn leaf extract is accepted as feed supplement to animals in EU (Anonymous, 2010) , but no other use is known to be accepted to date.
PROCESS OF NOVEL FOOD EVALUATION
The Novel Food Catalogue maintained on the Internet by the European Commission lists products of animal and plant origin and other substances subject to the Novel Food Regulation, based on information provided by the EU Member States. It is a non-exhaustive list and serves as orientation on whether a product will need an authorisation under the Novel Food Regulation. The catalogue can be amended by submitting information to the national authorities of the respective EU country for verification, e.g., the history of significant consumption of a food or food ingredient prior to 15 May 1997 in the EU. According to the catalogue, at the moment only the use of the fruits (berries) of Hippophaë rhamnoides as food or food ingredient is known in the EU.
If no history of consumption can be proved, then the food or food ingredient cannot legally be marketed in the EU until the necessary authorisation has been issued. A novel food application is first made to a single EU Member State. Scientific information and safety assessment report has to be submitted. The Member State has 90 days to produce an initial opinion. This opinion is then circulated to all EU Member States, who are then given a further 60 days to comment or make a reasoned objection. If there are no objections, the novel food will be authorised (or rejected) at the end of the 60 days in line with the initial opinion. If necessary, the European Food Safety Authority (EFSA) will first be asked for its opinion on any outstanding safety questions.
Novel food application has to include description of the product, production process, characteristics and composition, proposed uses and use levels, anticipated intake, history of its use, and safety assessment which includes absorption, distribution, metabolism, excretion, nutritional and toxicological information and allergenicity (Anonymous, 2016b) . Safety assessment is the most expensive part of the application if not enough proper research results are already available.
There are not many plants or plant parts that have been authorised as novel food, but some examples can be found. Coriander seed oil was authorised as novel food in 2013 (Agostoni et al., 2013) and noni fruit puree and concentrate were authorised in 2009 (Bresson et al., 2009) .
CONCLUSION
The status of sea buckthorn leaves is at the moment unclear with regard to novel food. Inclusive research of traditional use should be compiled before the status can be approved. In every research concerning sea buckthorn leaves attention should be paid to measuring of parameters valuable for safety assessment and publishing those results so that relevant information for novel food applications will be available in the future.
